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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

This application is a 371 of PCT/EP04/07839 07/12/2004. 
Claims 1-8 are before the Examiner. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claim 1 and dependent claims 2-8 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The definitions of variable Rx as substituents which form bi- or tricyclic structures render 
the claims vague and indefinite. Further it is unclear, if the Rx is transformed in the 
claimed process to bi- or tricyclic structures. 

Claims 3 and 4 recite trademarks for solvent. If the trademark or trade name is used in 
a claim as a limitation to identify or describe a particular material or product, the claim 
does not comply with the requirements of the 35 U.S.C. 112, second paragraph. Ex 
parte Simpson, 218 USPQ 1020 (Bd. App. 1982). The claim scope is uncertain since 
the trademark or trade name cannot be used properly to identify any particular material 
or product. In fact, the value of a trademark would be lost to the extent that it became 
descriptive of a product, rather than used as an identification of a source or origin of a 
product. Thus, the use of a trademark or trade name in a claim to identify or describe a 
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material or product would not only render a claim indefinite, but would also constitute an 
improper use of the trademark or trade name. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1-7 rejected under 35 U.S.C. 112, first paragraph, because the 

specification, while being enabling for a limited number of structures of formula (I), does 

not reasonably provide enablement for the wide breadth of substituents Rx. The 

specification does not enable any person skilled in the art to which it pertains, or with 

which it is most nearly connected, to make and use the invention commensurate in 

scope with these claims. The determination that "undue experimentation" would have 

been needed to make and use the claimed invention is not a single, simple factual 

determination. Rather, it is a conclusion reached by weighing all the relevant factual 

considerations. 

Enablement is considered in view of the Wands factors (MPEP 2164.01 (a)). 
These include: (1) breadth of the claims; (2) nature of the invention; (3) state of the prior 
art; (4) amount of direction provided by the inventor; (5) the level of predictability in the 
art; (6) the existence of working examples; (7) quantity of experimentation needed to 
make or use the invention based on the content of the disclosure; and (8) relative skill in 
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the art. 

All of the factors have been considered with regard to the claim, with the most 
relevant factors discussed below: 

The claims are drawn to process of preparing, by thermolysis of trioxepanes at 
1 60-300°C, lactones containing a wide variety of functional groups. Many of the Rx 
substituents of the starting material, defined on page 3, are art recognized to render the 
compounds containing these substituents unstable at high temperatures required for the 
claimed process. For instance, compounds containing hydroxy groups are anticipated 
to undergo dehydration at high temperature; compounds containing amino groups are 
known to react, that is incompatible, with ketones and cyclic esters formed in the 
process (see pages 7 and 10 of the specification for reaction schemes and 
intermediates en route to the claimed transformation). While protecting group chemistry 
could conceivably be used to negate some of these unintended transformation, in spite 
of the major advances in protecting group chemistry, the stability of many of the 
protected materials is a function of temperature and the viability of such strategies need 
to be individually evaluated. The direction, guidance and working example present in 
the specification relates to trioxepanes of limited nature, that is Rx substituents such as 
unsubstituted alkyl groups, or unsubstituted alkylene groups that are art recognized to 
be non-participant in thermal reactions. Likewise, the specification is silent with respect 
to the preparation of functionalized to trioxepanes. The specification does not provide 
citations (commercial or literature) for procuring substituted trioxepanes that could 
substitute for the lack of enabling disclosure for most of the claimed variables. 
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Given the high temperature required for the claimed process, known 
incompatibility of many of the substituents and lack of teaching (in the prior art as well 
as in the specification) for making substituted trioxepanes, one of ordinary skill in the art 
would be faced with undue amount to research to make and/or use the full scope of the 
claimed invention. In re Wright, 999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed.Cir. 
1993)." That conclusion is clearly justified here. Thus, undue experimentation will be 
required to make Applicants' invention. 

Limiting Rx to unfunctionalized alkyl groups and unfunctionalized alkylene groups 
would overcome 35 U.S.C. 112 rejections. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIZAL S. CHAN DRAKU MAR whose telephone number 
is (571)272-6202. The examiner can normally be reached on 8.30 AM - 4.30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571 0272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nizal S. Chandrakumar 

ID. Margaret Seaman/ 
Primary Examiner, Art Unit 1625 



